construction. Restriction between two dependent inventions is not permissible under the plain 
meaning of 35 U.S.C. §121. 

The Examiner does not assert that the inventions of Groups I and II above are independent 
Rather, the Examiner alleges that the inventions of Groups I and II are distinct because the product 
as claimed can be used in a materially different process, such as such as any one of the known 
insulin therapies (Office Action at page 2). In addition, the Examiner alleges that the inventions of 
Groups I and III are distinct because invention II has a separate utility such as any one of the well 
known composition preparation techniques such as mixing, combining etc. (Office Action at page 
2). Applicants assert that restriction between these dependent inventions is improper. 

According to M.P.E.P. §803, there are two criteria for a proper restriction requirement. 
First, the two inventions must be independent and distinct In addition, there must be a serious 
burden on the Examiner if restriction is not required. Even if the first criterion had been met in the 
present case, which it has not, the second criterion has not been met. 

The Examiner asserts that restriction is proper because the inventions have acquired a 
separate status in the art due to their recognized divergent subject matter and due to their different 
classifications (Office Action at page 2). Even if restriction is supported by a showing of separate 
classifications, such a prima facie showing by the Examiner of a serious burden due to the separate 
classification of the 3 groups of the invention is rebuttable (M.P.E.P. §803). 

Applicants assert that a search into prior art with regard to the invention of Groups I-III is 
so related that separate significant search efforts should not be necessary. Accordingly, there is no 
serious burden on the Examiner to collectively examine Groups I-III of the subject application. 
Therefore, restriction is not proper under M.P.E.P. §803. 

IL ELECTION OF SPECIES 

The Office Action dated November 11, 2000 required the election of a single disclosed species 
of the invention from the species that the Examiner designates A (each agent i, ii and iii), B (insulin 
sensitizer) and C (surfactants) (Office Action at page 3). In response to this requirement, Applicants 
elect species A with traverse. Claims readable on species A are claims 1-25 and 59-71. 
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III. CONCLUSION 

For the reasons noted above, Applicants respectfully request the Examiner reconsider and 
withdraw the restriction requirement as well as the requirement to elect a single species. It is also 
submitted that this application is now in good order for allowance and such allowance is respectively 
solicited. Should the Examiner believe minor matters still remain that can be resolved in a telephone 
interview, the Examiner is urged to call Applicants' undersigned attomey. 

Respectfully submitted, 

William P. Van Antwerp et al. 
By their attorneys, 

GATES & COOPER 

Howard Hughes Center 
6701 Center Drive West, Suite 1050 
Los Angeles, California 90045 
(310) 641-8797 I 

Name: William J. Wood 
Reg. No.: 42,236 



Date: December 28. 2000 
WJW/dr 
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Receipt is hereby acknowledged for the following in the.U.S- Patent and Trademark Office: 
Applicant : William P. Van Antwerp et al. 
Serial No.: 09/344,676 

Title: MULTIPLE AGENT DIABETES THERAPY 
Docket: G&C 130.32-US-Ol 
Due Date: January 1, 2001 

Date ofMailing: December 28, 2000 „ rCTia 
EI Transmittal sheet, in duplicate, containing a Certificate of Mailing under 37 CtK l 
0 Response to Restriction Requirement 

H Supplemental Information Disclosure Statement and Form PTO-1449. 
S Cited Reference(s). 
EI Return postcard. 
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Gates & Cooper 

Howard Hughes Center 

6701 Center Drive West, Suite 1050 

Los Angeles, CA 90045 
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